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Dear Ms. Abdullah:

We have reviewed your Section 510(k) premnarket notification of intent to market the device
referencedi above and have determined the device is Substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of thle Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of'
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premnarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of thle Act include
reqiremen1C1ts for annual registration, listing of'devices, good mnanufacturing priactice,
label inig, and prohibitions against imisbranding and adulteration. Please note: CDRI(-1 does
not evaluate information related to contract Iliabi lit)' warranties. \We r-emind )Ioti, however,
that device labeling must be truthful and not misleading.

f'your device is classified (see above) into either class 11 (Special Controls) or class Ill
(PM lA). it may be Subject to additional controls. Existingi m1a jor regulations affecting vyour
(device can be found in the Code of Federal Regulations. Title 2 1, Parts 800 to 898. In
addition, FDA may publish further announcements concerning y'Our device in the Federal
Register.
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lPlease be advised that F D's SUiace ofIa substantial eqni valenIce determ li nationl does aol
mean that FDA has made a dletenilnat ion that y'our device com 1p1i esWith other req ti rernets
of the Act or any Federal statutes and reguilations administered by' other Federal aucacies.
YOU mu1Lst cam 1ply with all the Act's req ii irmeniS, ilChI d i ns. but not limited to: reuistr'ationl
and listing (21I C FR Part 807); labeling (21I C1FI Iit 801); medical dev'ice reporting
(reporting- of medical device-related adverse evenits) (2 I C FR 803):7 coadOC m1anuf'act nir
practice requLiremenCYts as set forth in the q ual ity systems (QS) regulation (2 1 C FR Part 820);
and if applicable, the electronic product radiation control provi sions (Seetions 531 -542 aof
the Act); 21 CFR 1000-1050.

If you desire specific advice for your1 device Onl our] labeling regulationl (21 CFR Part 801).
please go to litti)://\vw\w.f'da.,,,ov/AbOulti'DA/Centiersf'fices/C D RI-/CD)RHOf'tices
/uIcm II t5809.htm for the Center for Devices and Radiological Health's (CDRHl's) Office of
Compliance. Also, please note the regulation entitled, "Mlisbranding by reference to
pleriarket notification" (2 1C FR part 807.97). For queCstion1s rcgardi ng thfie reporting Of'
adverse events under the MDR regulation (21 CFR Part 803), please go to
hittp)://\vww. fda~.(,o\v/N/edieatDe\viees/Sifety /IReplortallrob[l/dletLhlt.Ihtml for the CDI-Is
Office of'Surveillance and Biometrics/Division of Postmarket Surveillance.

YOU may obtain other .aeneral informationl Ont your responsibilities under the Act From thie
Di vision of'Small Manufacturers, International and ConIsumer Assistance at its toll -fr-e
number (800) 638-2041 or (301) 796-7100 or at its Internet address
ip :)//ww%\w. Ita. nov/N/tedieal Devics/R~esour1ces f'or' OLu/md uILstr'/dClfaIt. htmi.

Sinicerely yours,

LP ~---
Anthony D. Watson. B.S.. M.S.. M.B.A.
Director
Division of Anesthesiology, General H-Iospi tal,

Infection Control and Dental Devi
Office of Device E-valuation
Center of Devices hncd

Radliolotzical H-ealh
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INDICATION FOR USE

510(k) Number (if known): KI110758

Device Name:

Nitrite Powder Free Examination Gloves (White)

Indication of Use:-

The Nitrite examination gloves is a non -sterile disposable device intended for medical and

dental purpose that is worn on the examiner's hand to prevent contamination between patient and

examiner.

Prescription Use _____ AND/OR Over - The - Counter Use -x

(Part 21 CER 801 SubpartfD) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW TI-S LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Divid Sinoff)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices
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